TCT-275: Drug-eluting Stents And Post-PCI Angina At One Year: Do Label Indications Matter?  by unknown
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7&7
'XUDEOH(IIHFWLYHQHVVRIWKH7D[XV/LEHUWp6WHQW)LQDO\HDU)ROORZXSRIWKH7D[XV$WODV
7ULDO
0DUN$7XUFR-RKQ$2UPLVWRQ&KDUOHV&KDQ0DUN:,:HEVWHU-DFN-+DOO*UHJRU\-
0LVKNHO/RXLV$&DQQRQ3DXO/8QGHUZRRG.HLWK''DZNLQV
:DVKLQJWRQ$GYHQWLVW+RVSLWDO7DNRPD3DUN0'0HUF\+RVSLWDO$XFNODQG1HZ
=HDODQG1DWLRQDO+HDUW&HQWUH6LQJDSRUH6LQJDSRUH$XFNODQG&LW\+RVSLWDO$XFNODQG1HZ
=HDODQG6W9LQFHQW¶V+RVSLWDO,QGLDQDSROLV,16W-RKQ¶V+RVSLWDO6SULQJ¿HOG,/1RUWKHUQ
0LFKLJDQ5HJLRQDO+HDOWK6\VWHPV3HWRVNH\0,%RVWRQ6FLHQWL¿F&RUSRUDWLRQ1DWLFN0$
%DFNJURXQG7KH7$;86/LEHUWpVWHQW%RVWRQ6FLHQWL¿F1DWLFN0$86$KDVWKLQQHUVWUXWVDQG
PRUHXQLIRUPYHVVHOVFDIIROGLQJWKDQWKHHDUOLHU7$;86([SUHVVSODWIRUP7KHPXOWLFHQWHU7$;86
$7/$6WULDOGHPRQVWUDWHGWKHQRQLQIHULRULW\RI7$;86/LEHUWpYHUVXV7$;86([SUHVVIRUPRQWK
WDUJHWYHVVHOUHYDVFXODUL]DWLRQ795:KHWKHU7$;86/LEHUWpZRXOGUHPDLQVDIHDQGHIIHFWLYHDWWKH
¿QDO\HDUWULDOHQGSRLQWZDVXQNQRZQ
0HWKRGV 7KH 7$;86 $7/$6 WULDO ZDV D SURVSHFWLYH VLQJOHDUP VWXG\ FRPSDULQJ 7$;86
/LEHUWp 1  WR KLVWRULF OHVLRQPDWFKHG 7$;86([SUHVV FRQWUROV 1  IURP7$;86 ,9
DQG93DWLHQWVZLWKVLQJOHGHQRYRFRURQDU\OHVLRQVPPLQOHQJWKDQGLQYHVVHOV
PPLQGLDPHWHUYLVXDOHVWLPDWHZHUHHQUROOHG7KHWULDOZDVIXOO\PRQLWRUHGDQGDGMXGLFDWHGE\DQ
LQGHSHQGHQWFOLQLFDOHYHQWVFRPPLWWHH
5HVXOWV1RQDQJLRJUDSKLF EDVHOLQH SDWLHQW FKDUDFWHULVWLFV ZHUH VLPLODU EHWZHHQ WKH JURXSV EXW
TXDQWLWDWLYHFRURQDU\DQJLRJUDSK\GHWHUPLQHGWKDW7$;86/LEHUWpSDWLHQWVZHUHPRUHOLNHO\WRKDYH
KLJKHUSHUFHQWGLDPHWHUVWHQRVLVYVSORQJHUOHVLRQVPPYVPP
S WRUWXRXVYHVVHOV YVS FDOFL¿FDWLRQ YVS DQG
$&&$+$7\SH%RU&OHVLRQVYVSWKDQ7$;86([SUHVVSDWLHQWV'HVSLWH
WKHGLIIHUHQFHV LQ OHVLRQFRPSOH[LW\7$;86/LEHUWpFRPSDUHGZLWK7$;86([SUHVV UHVXOWHG LQ
D VLPLODU UDWH RIPDMRU DGYHUVH FDUGLDF HYHQWV YV S  DW \HDU IROORZXS7KH
HIIHFWLYHQHVVPHDVXUHVRI795YVS DQGWDUJHWOHVLRQUHYDVFXODUL]DWLRQ
YV  S ZHUH FRPSDUDEOH DQG VXVWDLQHG WKURXJK  \HDUV EHWZHHQ7$;86/LEHUWp DQG
7$;86([SUHVV7KURXJK\HDUVVDIHW\PHDVXUHVLQFOXGLQJDOOFDXVHGHDWKYVS 
FDUGLDFGHDWKYVS DQGP\RFDUGLDOLQIDUFWLRQYVS UHPDLQHGORZ
DQGFRPSDUDEOHEHWZHHQWKH7$;86/LEHUWpDQG7$;86([SUHVVJURXSV6WHQW WKURPERVLV67
UDWHVSHUSURWRFROGH¿QLWLRQDW\UVZHUHVLPLODUEHWZHHQ7$;86/LEHUWpDQG7$;86([SUHVV
YVS 
&RQFOXVLRQV'HVSLWHWKHLQFUHDVHGOHVLRQFRPSOH[LW\IRUWKH7$;86/LEHUWpJURXSFOLQLFDORXWFRPHV
DW\HDUSRVWVWHQWLPSODQWDWLRQZHUHVLPLODUIRUWKH7$;86/LEHUWpDQG7$;86([SUHVVVWHQWV
7$;86/LEHUWpKDVGHPRQVWUDWHGWKURXJK\HDUVDGXUDEOHHIIHFWLYHQHVVLQUHGXFLQJUHVWHQRVLVZKLOH
PDLQWDLQLQJVDIHW\FRPSDUHGZLWK7$;86([SUHVV
7&7
,QFLGHQFH3UHGLFWRUVDQG&OLQLFDO,PSDFWRI3HULSURFHGXUDO0\RFDUGLDO)ROORZLQJ'UXJ
(OXWLQJ6WHQW,PSODQWDWLRQLQ&RPSOH[3DWLHQWVIURP'DLO\&OLQLFDO3UDFWLFH
5LFDUGR$&RVWD$PDQGD6RXVD$GULDQD0RUHLUD-5LEDPDU&RVWD-U0DQXHO&DQR*DOR
0DOGRQDGR/XFLDQR3HVVRD)DXVWR)HUHV&DQWtGLR&DPSRV0DULDQD&DUEDOOR2WDYLR
%HUZDQJHU-(GXDUGR6RXVD
+RVSLWDOGR&RUDomR$VVRFLDomRGR6DQDWyULR6tULR6DR3DXOR%UD]LO
%DFNJURXQG3HULSURFHGXUDOP\RFDUGLDOLQIDUFWLRQ30,LVDUHODWLYHO\FRPPRQFRPSOLFDWLRQ
IROORZLQJSHUFXWDQHRXVLQWHUYHQWLRQVKRZHYHULWVFOLQLFDOLPSDFWUHPDLQVFRQWURYHUVLDO
0HWKRGV)URP0D\0DUXQVHOHFWHGSWVXQGHUJRLQJGUXJHOXWLQJVWHQWLPSODQWDWLRQDW
DVLQJOHFHQWHUZHUHSURVSHFWLYHO\HQUROOHGLQWKH'(6,5(UHJLVWU\30,ZDVGH¿QHGDV(.*FKDQJHV
DQGRU&.0%ULVH!WLPHVWKHXSSHUQRUPDOOLPLWPHDVXUHGXSWRKRXUVSRVWLQGH[SURFHGXUH
&OLQLFDO IROORZXS )8 XS WR  \HDUV ZDV SHUIRUPHG LQ :H UHSRUW WKH UHVXOWV LQ SWV ZLWK
PLQLPXPRI\HDU)8
5HVXOWV0HDQDJHZDV\HDUVKDGGLDEHWHVDQGSUHYLRXV0,/$'ZDVWUHDWHGLQ
KDGPXOWLYHVVHO GLVHDVH 09'  VDSKHQRXVYHLQJUDIWV 69* DQGRI OHVLRQV
Q ZHUHFODVVL¿HGDVW\SH%&'XULQJSURFHGXUHUHFHLYHG,,E,,,DLQKLELWRUVKDG
SUHGLODWDWLRQVWHQWVZHUHLPSODQWHGSHUSWDQGDQJLRJUDSKLFVXFFHVVZDVDFKLHYHGLQ30,
RFFXUUHGLQRISWVKRZHYHUWKHUHZDVQRLQKRVSLWDOFDUGLDFGHDWKDVVRFLDWHGWRWKLVHYHQW$W
ODWH)8PHGLDQ\HDUVSWVZLWK30,KDGFDUGLDFGHDWKYVLQSWVZLWKRXW30,S 
5HJDUGLQJVWHQWWKURPERVLV67SWVZLWK30,KDGLQFUHDVHGRYHUDOO67UDWHYVS 
ZKLFKZDVPDLQO\GXHWRDVLJQL¿FDQWLQFUHDVHLQVXEDFXWHGD\V67YVS 
,QGHSHQGHQWSUHGLFWRUVRI30,ZHUHGHQRYROHVLRQV+5S 69*+5S
PDOHJHQGHU+5S UHIHUHQFHGLDPHWHU+5SOHVLRQSUHGLODWDWLRQ+5
S DQGUHQDOLQVXI¿FLHQF\+5S DQG09'+5S 
&RQFOXVLRQV ,Q WKLV VXEDQDO\VLV RI WKH'(6,5(5HJLVWU\ LQFOXGLQJ FRPSOH[ UHDOZRUOGSWV 30,
RFFXUUHG LQRISWVDQGZDVVLJQL¿FDQWO\DVVRFLDWHGZLWKGHQRYROHVLRQV69*PDOHJHQGHU
ODUJHYHVVHOVSUHGLODWDWLRQUHQDOLQVXI¿FLHQF\DQG09'$WODWH)8SWVZLWK30,KDGKLJKHUUDWHV
RIVXEDFXWH67S DQGWUHQGVWRZDUGVLQFUHDVHGFDUGLDFGHDWKDQGRYHUDOO67FRPSDUHGWRSWV
ZLWKRXW30,
7&7
7KH8VHRID'LIIHUHQW'UXJ(OXWLQJ6WHQWIRUWKH7UHDWPHQWRI'UXJ(OXWLQJ6WHQW
5HVWHQRVLVLV$VVRFLDWHGZLWKD/RZHU5HYDVFXDUL]DWLRQ5DWH
;DYLHU)UHL[D$OL$OPDVRRG5RGULJR:DLQVWHLQ6RKDLO.KDQ$]ULHO2VKHURY3HWHU6HLGHOLQ
(ULF+RUOLFN9ODG']DYLN
7RURQWR*HQHUDO+RVSLWDO7RURQWR21&DQDGD
%DFNJURXQG&XUUHQWO\ OLWWOHGDWDDUHDYDLODEOHRQRSWLPDO WUHDWPHQWRIGUXJHOXWLQJVWHQW '(6
UHVWHQRVLV,657KHDEVHQFHRIFOHDUUHFRPPHQGDWLRQVLQWKHJXLGHOLQHVPDNHV'(6,65WUHDWPHQW
RQHRIWKHPRVWFKDOOHQJLQJVLWXDWLRQVLQLQWHUYHQWLRQDOFDUGLRORJ\
2EMHFWLYHV7RFRPSDUHWKHRXWFRPHVRIDVDPHYHUVXVDGLIIHUHQW'(6LPSODQWDWLRQVWUDWHJ\IRUWKH
WUHDWPHQWRI'(6,65
0HWKRGV:H LGHQWL¿HG DOO FDVHV RI '(6 ,65 WKDW ZHUH WUHDWHG ZLWK D VHFRQG '(6 EHWZHHQ
-DQDQG-DQ7KHOHVLRQVZHUHGLYLGHGLQWRWKRVHUHFHLYLQJWKHVDPH'(6DVWKHRQHWKDW
UHVWHQRVHGDQGWKRVHWUHDWHGZLWKDGLIIHUHQW'(67KHHQGSRLQWVDQDO\]HGZHUHUHSHDWWDUJHWOHVLRQ
UHYDVFXODUL]DWLRQ7/5DWDQGPRQWKV
5HVXOWV:H LQFOXGHG OHVLRQV SDWLHQWV WKDWZHUH WUHDWHG LQLWLDOO\ZLWK&\SKHU LQ 
7D[XVLQ;LHQFH9LQDQG(QGHDYRULQ7KHVDPH'(6ZDVLPSODQWHGLQ
OHVLRQVDQGDGLIIHUHQW'(6LQOHVLRQV,65SDWWHUQRIWKH¿UVW'(6ZDVIRFDOLQ
GLIIXVHLQSUROLIHUDWLYHLQDQGRFFOXVLYHLQ,QRXUVHULHV7/5DWPRQWKVRFFXUUHG
LQRIFDVHVWUHDWHGZLWKWKHVDPH'(6DQGRIWKRVHWUHDWHGZLWKDGLIIHUHQW'(6S
7/5DWPRQWKVZDVYVUHVSHFWLYHO\S0XOWLYDULDWHDQDO\VLVIRXQGDVDPH'(6
VWUDWHJ\WREHDVLJQL¿FDQWSUHGLFWRURI7/5DWPRQWKV25 &,>@S DQG
PRQWKV25 &,>@S 
&RQFOXVLRQV$FFRUGLQJWRRXUUHVXOWVLPSODQWLQJD'(6W\SHRWKHUWKDQWKHRULJLQDORQHVKRXOGEH
UHFRPPHQGHGLQFDVHRI'(6,65VLQFHLWLVDVVRFLDWHGZLWKORZHU7/5DWDQGPRQWKV
7&7
'UXJHOXWLQJ6WHQWV$QG3RVW3&,$QJLQD$W2QH<HDU'R/DEHO,QGLFDWLRQV0DWWHU"
/DNVKPL9HQNLWDFKDODP)DLWK6HO]HU2VFDU&0DUURTXLQ6XUHVK50XOXNXWOD:DUUHQ
./DVNH\0LNKDLO.RVLERURG.HYLQ(.LS6KHU\O).HOVH\'DYLG-&RKHQ-RKQ$
6SHUWXV)RU7KH1+/%,6SRQVRUHG'\QDPLF5HJLVWU\,QYHVWLJDWRUV
6DLQW/XNH¶V0LG$PHULFD+HDUW,QVWLWXWH.DQVDV&LW\028QLYHUVLW\RI3LWWVEXUJK
*UDGXDWH6FKRRORI3XEOLF+HDOWK3LWWVEXUJK3$&DUGLRYDVFXODU,QVWLWXWH8QLYHUVLW\RI
3LWWVEXUJK6FKRRORI0HGLFLQH3LWWVEXUJK3$8QLYHUVLW\RI1HZ0H[LFR6FKRRORI0HGLFLQH
$OEXTXHUTXH108QLYHUVLW\RI0LVVRXUL.DQVDV&LW\6FKRRORI0HGLFLQH.DQVDV&LW\
02&ROOHJHRI1XUVLQJ8QLYHUVLW\RI6RXWK)ORULGD7DPSD)/
%DFNJURXQG:KLOHRIIODEHOXVHRIGUXJHOXWLQJ'(6VWHQWVKDVEHHQOLQNHGWRDGYHUVHFOLQLFDO
RXWFRPHVLQREVHUYDWLRQDOVWXGLHVOLWWOHLVNQRZQDERXWWKHLPSDFWRI'(6YVEDUHPHWDOVWHQWV%06
RQSDWLHQWUHSRUWHGV\PSWRPVIROORZLQJ3&,
0HWKRGV:HFRPSDUHG\UDQJLQDVWDWXVE\VWHQWW\SHDPRQJSDWLHQWVHQUROOHGLQWKH1DWLRQDO
+HDUW/XQJDQG%ORRG,QVWLWXWHVSRQVRUHG'\QDPLF5HJLVWU\%06RQO\ZDYH'(6RQO\
ZDYHV3DWLHQWVZKRUHFHLYHGERWKVWHQWW\SHVLQZDYHVDQGZHUHH[FOXGHG2IIODEHO
XVHLQFOXGHGUHVWHQRWLFRVWLDOELIXUFDWLRQOHIWPDLQRUJUDIWOHVLRQVWRWDORFFOXVLRQVYHVVHOGLDPHWHU
PPRU!PPRUOHVLRQOHQJWK!PP
5HVXOWV2IIODEHO XVH RFFXUUHG LQ RI WKH SDWLHQWVZLWK%06 1  DQG RI SDWLHQWV
ZLWK '(6 1  2YHUDOO IHZHU SDWLHQWV UHFHLYLQJ '(6 YV %06 UHSRUWHG DQJLQD RQH \HDU
DIWHU3&,YVSVLPLODUWUHQGVZHUHVHHQLQERWKVWDQGDUGDQGRIIODEHOJURXSV
)LJXUH+LHUDUFKLFDOORJLVWLFUHJUHVVLRQPRGHOVDGMXVWLQJIRUDJHVH[UDFHVPRNLQJVWDWXVFOLQLFDO
FRPRUELGLWLHVSULRUUHYDVFXODUL]DWLRQDQGSULPDU\UHDVRQIRU3&,LQFOXGLQJDQJLQDVWDWXVVKRZHGD
VLJQL¿FDQWO\ORZHUULVNRIDQJLQDZLWKERWKVWDQGDUG>RGGVUDWLR&,S@DQG
RIIODEHO>25&,S@'(6XVH7KHVHLPSURYHGV\PSWRPVZHUHREVHUYHG
GHVSLWHWKHJUHDWHUQHHGIRUUHSHDWLQWHUYHQWLRQVZLWK%06%06YV'(6VWDQGDUGXVHYV
RIIODEHOXVHYVSIRUERWK
&RQFOXVLRQ,QWKLVODUJHPXOWLFHQWHUUHJLVWU\RIXQVHOHFWHG3&,SDWLHQWVERWKVWDQGDUGDQGRIIODEHO
'(6XVHDUHDVVRFLDWHGZLWKEHWWHUDQJLQDVWDWXVDIWHU3&,DVFRPSDUHGZLWK%06XVH7KHVHGDWD
KLJKOLJKWWKHVSHFWUXPRIEHQH¿WVZLWK'(6XVHDQGH[WHQGWKHGRFXPHQWHGFOLQLFDOHIIHFWLYHQHVVRI
WKHVHVWHQWVWRVKRZIDYRUDEOHLPSDFWRQSDWLHQWFHQWHUHGRXWFRPHV
7&7
6DIHW\DQG(I¿FDF\RI(YHUROLPXV(OXWLQJ6WHQWV&RPSDUHGWR3DFOLWD[HO(OXWLQJ6WHQWV$
0HWD$QDO\VLVRI7ULDOV
%LPPHU(&ODHVVHQ*UHJJ:6WRQH3LHWHU&6PLWV(OYLQ.HGKL:RXWHU-.LNNHUW-DQ-
3LHN-RVp36+HQULTXHV
&DUGLRYDVFXODU5HVHDUFK)RXQGDWLRQ1HZ<RUN1<0DDVVWDG]LHNHQKXLV5RWWHUGDP
1HWKHUODQGV$FDGHPLF0HGLFDO&HQWHU8QLYHUVLW\RI$PVWHUGDP$PVWHUGDP1HWKHUODQGV
%DFNJURXQG'UXJHOXWLQJVWHQWV'(6VLJQL¿FDQWO\UHGXFHWKHLQFLGHQFHRILQVWHQWUHVWHQRVLVDQG
WKHQHHGIRUUHSHDWUHYDVFXODUL]DWLRQFRPSDUHGWREDUHPHWDOVWHQWV'XHWRLPSURYHGVWHQWGHVLJQ
QH[WJHQHUDWLRQ'(6PD\EHVXSHULRUWR¿UVWJHQHUDWLRQ'(6LQWHUPVRIVDIHW\DQGHI¿FDF\
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